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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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2a )□ This action is FINAL. 2b)^ This action is non-final. 
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Claims 1-5, 11, 20-22, 24-25, 37-40 and 73-76 are now pending in this 
application. 

Applicant's election without traverse of the invention of Group III in the reply filed 
on 4/24/2008 is acknowledged. Independent claim 1 has been amended to correspond 
to the election. 

Applicant is advised of the following. It is recognized that the amendatory feature 
in claim 1 as shown below is likely derived from the discussion conducted before the 
issuance of the last Office action between the Examiner and applicant's attorney. See 
the "Claim Amendment for Discussion - Draft Copy" from the Examiner's fax of 
3/25/2008, which is of record in this case as an attachment to the Interview Summary 
Record of the same date - 

whswsto the feydrogel* at the $»b$taa«aity iss.s torn equaibrita* 

it Mihwa. & blocfcTdhwi »" robe, aewU aba* MMJ^ia^^lIi 
anst h^.io..fana..a.t o'1. ivLt^MfcfesM Having dimensions io pte» through 
a Wb$ hmw% v* fewer diameter of n& mm. than about 1.5 mm, 

Applicant was advised in the fax that further patentability determination was required. 

Here, upon further review and reconsideration, it has been determined that this feature, 

in conjunction with the "pass through" feature, constitutes new matter. Full rationale is 

set forth below. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 1-5, 11 , 20-22, 24-25, 37-40 and 73-76 are rejected under 35 U.S.C. 1 1 2, 
first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

As noted above, the amended independent claim 1 now requires the covalently 
crosslinked hydrogel polymerized from at least one synthetic hydrophilic polyethylene 
glycol macromer to have a shape selected from the group consisting of a rod, sphere, 
block, sheet, tube and a sheet rolled from one edge to another to form a roll, with the 
hydrogel having dimensions to pass through a tube having an inner diameter of no more 
than about 1.5 mm. 

Upon further review and reconsideration, the originally filed disclosure does not 
appear to provide adequate descriptive support for such a claim feature. The following 
is the only mention of 1 .5 mm in the original disclosure (specification page 36) - 

Example 12 

; ' < Alt I ! hjg ro Close a Brom ! a] I i stula 

A hydrogel rod is formed as described in Example 8 , except that the rod is formed 
in a mold 5 mm in diameter and has a SO cm long suture embedded in it. The hydrogel is dried to 
a diameter of about 1 ,5 mm. The hydrogel may be placed in a catheter comprising a hollow 
flexible tube with a distal opening and a proximal end thai remains outside the patient The distal 
end may be maneuvered through the operating channel of a bronchoscope and into the bronchial 
tree to implant the hydrogel w&. 
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First, the disclosure here is limited to a rod with no further guidance that the 
dimension applies to other shapes such as sphere, block, sheet, tube. Second, the rod 
is dried to a diameter of about 1 .5 mm, but this is not the same thing as having a 
dimension to pass through a tube having an inner diameter of no more than 1 .5 mm. 
As a result, not even a rod with the presently claimed feature finds adequate descriptive 
support from the originally filed disclosure, let alone the other claimed shapes such as 
sphere, block, sheet, tube. 

Additionally, original claim 53 discloses a sterilized, biodegradable (both features 
are not recited in the instant claims) hydrogel, which has a shape for passage through 
an inner diameter of a catheter or hollow needle into the body : 

53 , A medical implant for use in a lumen or void of a body of a patient comprising: 

a gtocitfeed covalentfy crosslinfced biodegradabl e hydrogel polymerized 
from at least one macmmer, the hydrogel having a shape for passage through an 
inner diameter of a catheter or hollow needle into the body ; and having a 
substantially less than equilibrium level of hydration for undergoing a volumetric 
expansion of at Ism about 20% in physiological fluid to occlude the lumen or 
void after swelling with a fluid from the body. 

The original disclosure does not convey that the shape for passage through an 
inner diameter of a catheter or hollow needle into the body includes rod, block, sheet 
and tubes. The original disclose also does not convey that the inner diameter of the 
catheter tube is no more than 1 .5 mm. Further, instant claims do not require that the 
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hydrogel has a shape that is suitable to be directly administered through a catheter or 
hollow needle into the body. 

For these reasons, all claims fail to find adequate descriptive support from the 
originally filed disclosure. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to JOHN PAK whose telephone number is (571)272-0620. 
The Examiner can normally be reached on Monday to Friday from 8 AM to 4:30 PM. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
SPE, Johann Richter, can be reached on (571)272-0646. 

The fax phone number for the organization where this application or proceeding 
is assigned is (571)273-8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (571)272- 
1600. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/John Pak/ 

Primary Examiner, Art Unit 1616 



